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We believe that the emergence of biobanks requires an introduction of appropriate legal and ethical norms for their functioning. One of the basic and primary requirements for the storage and usage of the genetic material is donor's consent. The issue of consent has already been broadly debated and is analyzed in Garrison and colleagues' article; however, we would like to stress a matter that seems to be underestimated and even unnoticed in terms of consent: time restrictions. Time restrictions, to a great extent, organize and clarify the already existing legal principles and may ultimately prove crucial in the functioning of biobanks as one of the factors affecting willingness to give consent for genetic research.
Various models of consent function in the legislature (e.g., implied, proxy, authorized, dynamic), but none, including the basic broad consent for biobank research, indicates time limitations. 2 We believe that consent (independent of the type) should always include a time aspect-in this case, information on how long the genetic material will be stored and what will happen to the material after the established time passes. Lack of such a provision in the consent form is equivalent to providing incomplete information. Additionally, because it is difficult to predict what will be allowed and possible in the distant future, donors are uncertain of possible future applications and benefits (e.g., being entitled to property rights in case of commercial use of the genetic material). The absence of precise solutions regarding the terminal application of stored genetic material may lead to the disrespect of the donors' subjectivity, misinterpretation of the rules governing storage of the genetic material, and possible claims statements.
Failure to determine the storage time causes the donor to lack information about the following:
1. How the material may be used in the distant future 2. Whether he or she will have access to the genetic material and for how long and to what extend 3. What will happen with the stored material after his or her death 4. Whether anyone will have the right to inherit the rights to the genetic material and, in case of commercial use, monetary remuneration
We propose the introduction of a broad written form of informed consent with a terminal clause that assumes determining time restrictions on genetic material storage and usage.
As a certain solution (model), we propose the concept of perpetual usufruct, which in Polish Civil law lasts for 99 years. 3 In case of genetic material storage, the time period should also be specified in years; however, it should be much shorter, e.g., 10-15 years. After this time, the donor could once again be asked for consent, which may vary from the original one depending on the then-existing medico-legal situation.
This provision will ensure a sense of ownership of the genetic material and the respect of the donor's subjectivity. It will also create an ideal stability in the donor-biobank relationship with possible determined guarantees throughout this period.
From a legal perspective, the formula of a broad informed consent to donate, store, and use the genetic material should obligatorily include a provision on time restrictions, it should contain precise information on who (and to what extent) could inherit the rights to the genetic material and, in case of commercial use, to the possible remuneration after the donor's death. It should also contain information on what is going to happen to the genetic material after the stated time period has passed and there is no additional consent for its further usage. We believe that providing all of this information would facilitate the decision-making process.
